si United States h\tent and Trademark Office 


UNITED STATES DEPARTMENT OP COMMERCE 
United States Patent and Trademark Office 

r. COMMISSIONER FOR PATENTS 
P.O. Box 1450 

Alexandria, Vnginia 22313-1450 
www.n1pto.30v 


□ 


APPLICATION NO. 


FILING DATE 


FIRST NAMED INVENTOR 


ATTORNEY DOCKET NO. 


CONFIRMATION NO. 


10/030,170 


04/22/2002 


Shigeo Takada 


P21961 


6291 


7055 7590 06/18/2003 

GREENBLUM & BERNSTEIN, P.L.C. 
1950 ROLAND CLARKE PLACE 
RESTON, VA 20191 


EXAMINER 


WEDDINGTON, KEVIN E 


ART UNIT 


PAPER NUMBER 


1614 

DATE MAILED: 06/18/2003 


IJL. 


Please find below and/or attached an Office communication concerning this application or proceeding. 


PTO-90C (Rev. 07-01) 


Application No. Appl^rr^ 
10/030,170 

Office Action Summary 


Applicant(s) 

Takada et al. 


Examiner 

Kevin E. Weddington 


Art Unit 

1614 



- The MAILING DATE f this communication appears on the cover sheet with th correspondenc address 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36 (a). In no event, however, may a reply be timely filed after SIX (6) MONTHS from the 
mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1)1x1 Responsive to communication(s) filed on Jan 24, 2003 .__ 


2a) Ixl This action is FINAL. 2b) □ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11; 453 O.G. 213. 

Disposition of Claims 

4) K Claim(s) 1 and 22-46 is/are pending in the application. 

4a) Of the above, claim(s) is/are withdrawn from consideration. 

5) □ Claim(s) is/are allowed. 

6) Ixl Claim(s) / and 22-46 is/are rejected. 

7) □ Claim(s) is/are objected to. 

8) D Claims ; are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

1 0)D The drawing(s) filed on is/are a) □ accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
1 1 )□ The proposed drawing correction filed on is: a)D approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

1 2) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) D Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some* c)D None of: 

1 . □ Certified copies of the priority documents have been received. 

2. □ Certified copies of the priority documents have been received in Application No. . 

3. □ Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
*See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 1 19(e). 
a)0 The translation of the foreign language provisional application has been received. 

15) D Acknowledgement is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 
Attachment! s) 

1 ) O Notice of References Cited {PT 0-892) 4) CI Interview Summary (PT0-41 3) Paper No(s). 

2) C] Notice of Draftsperson's Patent Drawing Review (PT 0-948) 5) Q Notice of Informal Patent Application (PT0-1 52) 

3) Q Information Disclosure Statement(s) (PT0-1449) Paper No(s). 6) Q Other: 
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Office Action Summary 


Part of Paper No. 12 


Application/Control Number: 1 0/03 0, 1 70 Page 2 

Art Unit: 1614 

Claims 1 and 22-46 are presented for examination. 

Applicants' amendment and declaration filed January 24, 2003 have been received and 
entered. 

Claim Rejections - 35 U.S.C. § 112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making and 
using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it pertains, or 
with which it is most nearly connected, to make and use the same and shall set forth the best mode contemplated by 
the inventor of carrying out his invention. 

Claims 22-46 are rejected under 35 U.S.C. 112, first paragraph, as containing subject 
matter which was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had possession 
of the claimed invention. 

Applicants' specification does not show any methods of treating at least one of diabetes and 
complication arising from diabetes in a subject in need of such treatment with a mixture of polyactic 
acids having a condensation degree of 3 to 19, a method of preventing diabetes in a subject with 
the mixture, a method of preventing complications arising from diabetes with the mixture or a 
method of reducing the blood sugar level in a subject with the mixture. 

Claims 22-46 are not allowed. 
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The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making and 
using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it pertains, or 
with which it is most nearly connected, to make and use the same and shall set forth the best mode contemplated by 
the inventor of carrying out his invention. 

Claims 1 and 22-41 are rejected under 35 U.S.C. 112, first paragraph, as containing subject 
matter which was not described in the specification in such a way as to enable one skilled in the art 
to which it pertains, or with which it is most nearly connected, to make and/or use the invention. 

Again, applicants' specification does not contain any test results or experimental data 
showing the instant medicament will, in fact, prevent diabetes or diabetes complications especially 
in a mammal not presently at risk of or predisposed to developing such a disease. 

Applicants' declaration under 37 CFR 1 .132 submitted on January 24, 2003 regarding 
the 35 U.S.C. 112, first paragraph rejection is not persuasive since the declaration only shows 
results of a subject (a model mouse) with moderately high blood sugar level (possessing the 
disorder or complication already). Clearly the declaration shows the instant mixture is used to 
prevent any further complications or prevent the reoccurrence of the diabetes or diabetes 
complications in a subject already having the disorder. 

To overcome this rejection, the applicants may wish to amend the claims by inserting the 
phrase -in need thereof--, in claims. 

Claims 1 and 22-41 are not allowed. 
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Art Unit: 1614 


Claim Rejections - 35 U.S.C. § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

Claim 1 is again rejected under 35 U.S.C. 102(b) as being anticipated by Youichirou et al., 
of record, for reason of record as set forth in the previous Office action at page 3 as applied to 
claims 1-21. 

Applicants' remarks regarding the prior art does not teach the instant medicament 
(composition) are not persuasive since prior art does teach the instant active ingredient, a cyclic 
and straight-chain mixed poly L-lactic acid having 3-19 degree condensation is old in the art. Note 
applicants are not entitled to procure claims based on discovery that well-known and old 
compounds can be adapted to new uses; to entitle him to a patent, the compounds must be both 
new and unobvious to one skilled in the art. (See In re Hack 114 USPQ 161) 

Claim 1 is not allowed. 
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Conclusion 


Applicant's amendment necessitated the new ground(s) of rejection presented in this Office 
action. Accordingly, THIS ACTION IS MADE FINAL See MPEP § 706.07(a). Applicant is 
reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE MONTHS 
from the mailing date of this action. In the event a first reply is filed within TWO MONTHS of the 
mailing date of this final action and the advisory action is not mailed until after the end of the 
THREE-MONTH shortened statutory period, then the shortened statutory period will expire on the 
date the advisory action is mailed, and any extension fee pursuant to 37 CFR 1.136(a) will be 
calculated from the mailing date of the advisory action. In no event, however, will the statutory 
period for reply expire later than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Examiner K. Weddington whose telephone number is (703) 308-1235. 


Primary 'Examiner 
Art Unit 1614 



K. Weddington 


June 16, 2003 


